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FDA-Approved HIV tests for laboratory use only  
(CLIA Moderate or High Complexity Tests)a,b 

[For use with: serum, plasma, oral fluid or dried blood spots] 
HIV Screening Tests 

Test Name 

Time to 
test 

result 
Target analyte 

(test generation) 

Sensitivity for 
established 

HIV-1 infection 
and sensitivity for 

HIV-2 infection  
(%) (95% 
Confidence 
Interval) 

 
 

Specificity for 
established 

HIV-1 infection 
(%) (95% 
Confidence 
Interval) 

 
Approved 

specimen types 
and volumec 

Assay format 
 

Manufacturer web site 
FDA product inserts 

 

 
Abbott Architect HIV Ag/Ab 

Combo Assay 
(fully automated CLIA moderate 

assay) 

<30 min 
HIV-1 p24 antigen and 
antibodies to HIV-1/2 

(4th generation) 

Plasma/serum 
HIV-1 p24: 100 (94.3-

100)d 
HIV-1: 100 (99.63-100) 
HIV-2: 100 (98.2-100) 

Plasma/serum 
99.8 (99.6-99.9) 

Plasma/serum 
150 μl 

 
 

Chemiluminescent 
microparticle 

immunoassay (CMIA)e 
 

Abbott 
https://www.abbottdiagnost

ics.com/en-
us/products/ARCHITECT-
i1000SR.html#test-menu 

 
FDA product insert 

http://www.fda.gov/Biologic
sBloodVaccines/BloodBloodP
roducts/ApprovedProducts/L
icensedProductsBLAs/BloodD
onorScreening/InfectiousDis

ease/ucm216291.htm 
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ADVIA Centaur HIV 1/O/2 

Enhanced (EHIV) 
(fully automated CLIA moderate 

assay) 

<1 hour 
Antibodies to HIV-1/2 

(3rd generation) 

Plasma/serum 
HIV-1: 100 (99.7-100) 
HIV-2: 100 (98.5-100) 

Plasma/serum 
99.9 (99.8-100) 

Plasma/serum 
50 μl 

Chemiluminescent 
microparticle 

immunoassay (CMIA) e 

 

Siemens  
http://usa.healthcare.siemen
s.com/immunoassay/system
s/advia-centaur-xp/assays 

 
FDA product insert 

http://www.fda.gov/downlo
ads/Biologicsbloodvaccines/
Bloodbloodproducts/Approve
dproducts/PremarketApprov

alsPMAs/UCM091286.pdf 
 

 
Avioq HIV-1 Microelisa System 
(manual CLIA high complexity 

assay) 

>3 hours 
Antibodies to HIV-1 

(1st generation) 
 

 
Plasma/serum/ 

dried blood spots: 
100 (99.6-100), 
oral fluid: 99.1f 

 
Plasma/serum/ 

dried blood spots: 
100 (99.9-100), 
oral fluid: 99.6f 

Plasma/serum, DBS 
or oral fluid collected 

with the OraSure 
HIV-1 oral fluid 

collection device, 15μl 
plasma, serum, or 

oral fluid; dried blood 
spot  ¼” punch 

Enzyme-linked 
immunosorbent assay 

(ELISA) e 

Avioq  
http://avioq.com/hiv-1/ 

 
FDA product insert 

http://www.fda.gov/Biologic
sBloodVaccines/BloodBloodP
roducts/ApprovedProducts/P
remarketApprovalsPMAs/uc

m185249.htm 
 

 
Bio-Rad GS HIV Combo Ag/Ab EIA 

(manual or semi-automated 
CLIA high complexity assay) 

>3 hours 

HIV-1 p24 antigen and  
antibodies to HIV-1/2 

(4th generation) 
 

Plasma/serum 
HIV-1 p24: 100%f 

HIV-1: 100 (99.7-100) 
HIV-2: 100 (98.1-100) 

Plasma/serum 

99.9 (99.8-99.9) 

Plasma/serum 

75 μl 

Enzyme immunoassay 
micro-well format 

(EIA) e 

 
Bio-Rad  

http://www.bio-
rad.com/webroot/web/pdf/c

dg/literature/P-143.pdf 
 

FDA product insert 

http://www.fda.gov/downlo
ads/BiologicsBloodVaccines/
BloodBloodProducts/Approve
dProducts/PremarketApprov

alsPMAs/UCM266211.pdf 
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Bio-Rad GS HIV-1/2 Plus O 
(manual or semi-automated 
CLIA high complexity assay) 

>3 hours 
Antibodies to HIV-1/2 

(3rd generation) 
 

Plasma/serum 
HIV-1: 100 (99.8-100) 
HIV-2: 100 (99.8-100) 

Plasma/serum 
99.9 (99.8-100) 

Plasma/serum 
75μl 

Enzyme 
immunoassay micro-well 

format 
(EIA) e 

 

Bio-Rad  
http://www.bio-

rad.com/prd/en/US/CDG/PD
P/M4T5B697Q/GS-HIV-

1/HIV-2-PLUS-O-EIA 
 

FDA product insert 
http://www.fda.gov/Biologic
sBloodVaccines/BloodBloodP
roducts/ApprovedProducts/L
icensedProductsBLAs/BloodD
onorScreening/InfectiousDis

ease/ucm091151.htm 
 
 

 
Ortho Vitros ECi/ECiQ 

Anti-HIV 1+2 Reagent pack 
(fully automated 

CLIA high complexity assay) 

<1 
hour 

Antibodies to HIV-1/2 
(3rd generation) 

 

Plasma/serum 
HIV-1: 100 (99.7-100) 
HIV-2: 100 (98.2-100) 

Plasma/serum 
99.6 (99.1-99.9) 

Plasma/serum 
80μl 

Chemiluminescent 
immunoassay 

(CIA) e 

 
Ortho Diagnostics 

http://apps.orthoclinical.com
//TechDocs/TechDocSearch.
aspx?cμlture=en-
us&tID=0&region=US 
 
Select: 1. United States, 2. 
English, 3. Vitros Microwell, 

4. Click on “instructions for 
use” across the top of page 
and then click “submit” and 
scroll down. 
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HIV Supplemental Tests 

Test Name 

Time 
to 

test 
result 

Target analyte, 
Test generation 

 
 

Sensitivity for 
established 

HIV-1 infection  
(%) (95% Confidence 

Interval) 

 
 

Specificity for 
established 

HIV-1 infection 
(%) (95% Confidence 

Interval) 

 
Specimen types 

and volumec 
Assay format 

 

Manufacturer web site 
FDA product inserts 

 

 
Multispot HIV-1/HIV-2 Rapid Test 

CLIA moderate complexity 
 

20 min 

Differentiates antibodies 
to HIV-1 and HIV-2, can 
be used as a screening 
test or as a supplemental 
test in a diagnostic 

algorithm 

 
Serum or plasma 
100 (99.9-100) 

 

Serum or plasma 
99.9 (99.8-100) 

Serum or plasma 
30 μl 

ImmunoConcentration 

 
 

Bio-Rad  
http://www.bio-

rad.com/prd/en/US/CDG/SK
U/25228/Multispot-HIV-

1/HIV-2-Rapid-Test 
 

FDA product insert 
http://www.fda.gov/downlo
ads/BiologicsBloodVaccines/

BloodBloodProducts/Approve
dProducts/PremarketApprov

alsPMAs/ucm091384.pdf 
 
 
 
 

 
Aptima HIV-1 RNA Qualitative Assay 

(CLIA high complexity assay) 

> 3 
hours 

HIV-1 Viral RNA 
(Not applicable) 

Plasma/serum 
sensitivity at 100 

copies/ml: 
100 (99.6-100) 

Plasma/serum 
HIV-1 RNA: 99.8 g 

Plasma/serum 
500 μl 

Transcription-mediated 
amplification of nucleic 

acid 
 

 
Hologic/Gen-Probe 
http://www.gen-

probe.com/products-

services/aptima-hiv-rna-
qualitative-assay 
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Bio-Rad Genetic Systems HIV-1 

Western Blot (CLIA high complexity 
assay) 

>3 
hours 

Antibodies to HIV-1 
(1st generation) 

 

HIV-1 plasma/serum/dried 
blood spots 

established HIV-1 
infection: 100 g 

Plasma/serum/dried 
blood spots 

HIV-1 indeterminate rate 
in low risk populations 
that are EIA negative:  

10.7% g 

Plasma/serum or 
dried blood spots 

10μl 

Western blot 
electrophoresis 

(WB) 
 

 
 

Bio-Rad  
http://www.bio-rad.com/en-

us/category/retrovirus-
hiv/retrovirus-hiv-mdash-

western-
blot?pcp_loc=catprod 

 
Must contact Bio-Rad to 

obtain product insert 
 

 
Fluorognost HIV-1 IFA 

(CLIA high complexity assay) 
 

1.5 
hours 

antibodies to HIV-1 
(1st generation) 

plasma/serum 
established 

HIV-1 infection: 100 g 

 
plasma/serum 

99.0 g 
 

plasma/serum 
10 μl 

indirect 
immunofluorescence 

(IFA) 

 
Sanochemia  

http://www.sanochemia.de/
fluorognost/references_tech
nicalresourcesforfluorognost

hiv-
1ifa_top10reasonstousefluor

ognosthiv-1ifa.php 
 

 
 

Cambridge Biotech HIV-1 Serum 

Western Blot (CLIA high complexity 

assay) 
 

> 3 
hours 

Antibodies to HIV-1 
(1st generation) 

Plasma/serum 
established 

HIV-1 infection: sensitivity 
is not provided in the 

product insertg 

Plasma/serum g 
Plasma/serum 

20 μl 

Western blot 
electrophoresis 

(WB) 

Maxim Biomedical 
http://www.mbidiagnostic.c
om/98002hivserumwb.html 
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OraSure HIV-1 Western Blot (only used 

with specimens collected with the 
OraSure HIV-1 oral fluid collection 
device) CLIA high complexity assay 

> 3 
hours 

Antibodies to HIV-1 
(1st generation) 

Oral fluid 
confirmed positive AIDS 

subjects: 97.5 g 
confirmed high risk 

persons:  99.5 g 
 

Oral fluid 
99.9 g 

Oral fluid 
150 μl 

Western blot 
electrophoresis 

(WB) 

 

OraSure Technologies 
https://orc.orasure.com/defa

ult.aspx?pageid=282 
 

FDA Product Insert 
http://www.fda.gov/Biologic
sBloodVaccines/BloodBloodP
roducts/ApprovedProducts/P
remarketApprovalsPMAs/ucm

091471.htm 
 
 

 

a The Clinical Laboratory Improvement Amendments (CLIA) sets criteria based on complexity levels of tests. Briefly, there are three levels of complexity: 1) Waived – simple, low-risk tests that can be performed with minimal 

training that do not require centrifugation of specimens for testing, 2) Moderate Complexity – simple tests that use plasma or serum specimens (must participate in external proficiency testing program)  3) High Complexity – 

tests that require trained lab personnel, involve multiple step protocols, frequent quality control, and participation in external proficiency testing program. For more information about CLIA regulations go to 

http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/CLIA_Regulations_and_Federal_Register_Documents.html 

b For more information about using HIV tests in multi-test algorithms see Criteria for Laboratory Testing and Diagnosis of Human Immunodeficiency Virus Infection; Approved Guideline (M53-A) available for purchase at  

http://www.clsi.org/source/orders/Product_Display.cfm?section=Shop&task=3&CATEGORY=MI&PRODUCT_TYPE=SALES&SKU=M53A. 

c Volume for initial test.  Repeat testing of reactive tests may be required based on manufacturer’s instructions. 

d   Abbott Architect HIV Ag/Ab Combo Assay’s average analytical sensitivity for p24 Ag:  18.1 pg/ml (range 17.8-19.7). 

e   As antibody assays evolved with different mechanisms of detection the terminology to describe this group of tests is now commonly referred to as “Immunoassays” or “IAs”. 

f Bio-Rad’s GS HIV Combo Ag/Ab EIA  assay’s average analytical sensitivity for p24 Ag: 14.8 pg/ml (range 13.2-15.9) 

g The 95% confidence interval was not provided in the product insert.   
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